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Flow Chart 



Add Lumulse GRH-40 and 
Castor Oil, heat to 60°C 



Add 1% Water 
at60°C. 



Add 7% Water at 50-60 °C, 
Mix the emulsion for 1 hour 




Pass 



Fail 



Review as per 
SOP QA-5 



Add 
Water 
Boric Acid 

Sodium Borate Decahydrate 
Calcium Chloride Dihydrate 
Magnesium Chloride Hexahydrate 
Potassium Chloride 
Sodium Chloride 
Kollidon 17NF 



1 
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Main Batching Vessel 
At ambient Temp 



Check pH and adjust 
to 7.30 to 7.70 if 
necessary with 
10N NaOH 



Add Purite 



(cont. next page) 
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Check pH 
7.3 - 7.7 if n 
10N 


and adjust to 
ecessary with 
NaOH 
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Sterile filter in 
Class 100 Suite 
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Pass 

f 


Fill into LDPE 
bottles designated in 
record. 
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Place caps and tips 
on bottles. 
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r 


Store at < 25°C 




Pass 



Print lot numbers 
and place label on 
bottles. 



Fail 



Review as per 
SOP QA-5 



Fail 


Review as per 




SOP QA-5 
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Log Drops in Formulations Over time for Samples stored at 40C 
















_^1XWSCP/Chlorite 
1/8XWSCP/Chlorite 
A 1XCPT-Cbase 
• 1/8XCPT-C base 
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Time (months) 



FIGURE 8 
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Log Drops over Time for Emulsion MPS stored at Room Temp, 
with Varying Emulsion concentrations 
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FIGURE 9 



Log sum @ 2 months vs emulsion concentration 
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emulsion cone (fraction of 1x cone) 
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FIGURE 10 



